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(vi) Utilize a single easy-to-read type
style such as Helvetica Regular and
upper and lower case letters; and

(vii) Be in type size no smaller than
8 point.

.5 Rule

21 CFR Ch. | (4-1-99 Edition)

(3) The sentence ‘“This Product Con-
tains Olestra.”” shall be highlighted by
bold or extra bold type, such as
Helvetica Black. The label shall appear
as follows:

8 pt Helvetica Black 8 pt Helvetica Reg.

Leading 9 pt.

This Product Contains Olestra. Olestra may «/
cause abdominal cramping and loose stools. Olestra
inhibits the absorption of some vitamins and other
nutrients. Vitamins A, D, E, and K have been added.

///
2.5 pt space around copy

(4) Vitamins A, D, E, and K present in
foods as a result of the requirement in
paragraph (d) of this section shall be
declared in the listing of ingredients.
Such vitamins shall not be considered
in determining nutrient content for the
nutritional label or for any nutrient
claims, express or implied.

(5) Olestra shall not be considered as
a source of fat or calories for purposes
of 88101.9 and 101.13 of this chapter.

(f) Consistent with its obligation to
monitor the safety of all additives in
the food supply, including olestra, the
Food and Drug Administration will re-
view and evaluate all data and infor-
mation bearing on the safety of olestra
received by the agency after the effec-
tive date of this regulation, and will
present such data, information, and
evaluation to the agency’s Food Advi-
sory Committee within 30 months of
the effective date of this regulation.
The purpose of such presentation will
be to receive advice from the Com-
mittee on whether there continues to
be reasonable certainty that use of
olestra in compliance with this regula-
tion is not harmful. The agency will
hold such additional Food Advisory
Committee meetings on olestra as the
agency determines, in its discretion, to
be necessary. Based upon the results of
this entire process, the FDA will ini-
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tiate any appropriate regulatory pro-
ceedings.

[61 FR 3171, Jan. 30, 1996; 61 FR 11546, Mar. 21,
1996]

§172.868 Ethyl cellulose.

The food additive ethyl cellulose may
be safely used in food in accordance
with the following prescribed condi-
tions:

(a) The food additive is a cellulose
ether containing ethoxy (OC:Hs) groups
attached by an ether linkage and con-
taining on an anhydrous basis not more
than 2.6 ethoxy groups per
anhydroglucose unit.

(b) It is used or intended for use as
follows:

(1) As a binder and filler in dry vita-
min preparations.

(2) As a component of protective
coatings for vitamin and mineral tab-
lets.

(3) As a fixative in flavoring com-
pounds.

§172.870 Hydroxypropyl cellulose.

The food additive hydroxypropyl cel-
lulose may be safely used in food, ex-
cept standardized foods that do not
provide for such use, in accordance
with the following prescribed condi-
tions:

(a) The additive consists of one of the
following:
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